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during the procedure about which the
report is being made: the name of the
manufacturer, model number, serial
number, and the warranty expiration
date.

(h) For each device (pulse generator,
atrial lead, ventricular lead) removed
or replaced during the procedure about
which the report is being made: the
name of the manufacturer; model num-
ber; serial number; the warranty expi-
ration date, if known; the date the de-
vice was initially implanted, if known;
whether a device that was replaced was
left in the body; if the device was not
left in the body, whether it was re-
turned to the manufacturer.

(Information collection requirements ap-
proved by the Office of Management and
Budget under control number 0910–0234)

§ 805.20 How to submit information.
Information shall be submitted to

the registry in the form and manner re-
quired under general instructions of
the Medicare program (see 42 CFR
409.19(a) and 410.64(a)).

§ 805.25 Confidentiality.
(a) FDA and HCFA will keep con-

fidential, and will not reveal to the
public, any specific information that
identifies by name a recipient of any
pacemaker device or lead or that would
otherwise identify a specific recipient.

(b) Public disclosure of all other in-
formation under this part will be gov-
erned by the Freedom of Information
Act (5 U.S.C. 552), the Privacy Act of
1974 (5 U.S.C. 552a), the Department of
Health and Human Services’ public in-
formation regulations (45 CFR part 5),
FDA’s public information regulations
(21 CFR part 20), and HCFA’s public in-
formation regulations (subpart B of 42
CFR part 401).
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Subpart A—General Provisions

§ 806.1 Scope.
(a) This part implements the provi-

sions of section 519(f) of the Federal
Food, Drug, and Cosmetic Act (the act)
requiring device manufacturers and
distributors, including importers, to
report promptly to the Food and Drug
Administration (FDA) certain actions
concerning device corrections and re-
movals, and to maintain records of all
corrections and removals regardless of
whether such corrections and removals
are required to be reported to FDA.

(b) The following actions are exempt
from the reporting requirements of this
part:

(1) Actions undertaken by device
manufacturers and distributors, includ-
ing importers, to improve the perform-
ance or quality of a device but that do
not reduce a risk to health posed by
the device or remedy a violation of the
act caused by the device.

(2) Market withdrawals as defined in
§ 806.2(h).

(3) Routine servicing as defined in
§ 806.2(k).

(4) Stock recoveries as defined in
§ 806.2(l).

§ 806.2 Definitions.
As used in this part:
(a) ‘‘Act’’ means the Federal Food,

Drug, and Cosmetic Act.
(b) ‘‘Agency’’ or ‘‘FDA’’ means the

Food and Drug Administration.
(c) ‘‘Consignee’’ means any person or

firm that has received, purchased, or
used a device subject to correction or
removal.

(d) ‘‘Correction’’ means the repair,
modification, adjustment, relabeling,
destruction, or inspection (including
patient monitoring) of a device without
its physical removal from its point of
use to some other location.
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